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ABSTRACT

This invention discloses compositions effective in inhib-
iting or reducing plaque in the oral cavity. Chewing
gums are a preferred vehicle for delivering the plaque
inhibiting benefit of the present invention.
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1

PLAQUE INHIBITING COMPOSITION AND
- METHOD

BACKGROUND OF THE"INVENTION"

1. Field of the Invention

This invention. relates to the practlce of dental hy-
giene, and in particular, to the removal of, or the inhibi-
tion of the growth of plaque in the oral cavity.

2. Description of the Art

The followmg references, while not exhaustive dis-
cuss various materials which are included in composi-
tions which contact the oral cavity. Salzmann, in U.S.
Pat. No. 2,744,049 issued May 1, 1956, discusses dental
creams containing a partial ester of glycerine and a
higher fatty acid material. The Salzmann patent also
dlscusses the use of dicalcium phosphate dihydrate as an
abrasive, and as well the use of sodium lauryl sulfate.
U.S. Pat. No. 3,622,662 issued to Roberts et al, Nov. 23,
1971, describes dental creams which may contain vari-
ous zinc salts or sodium lauryl sulfate and compositions
which may be flavored with peppermint, spearmint or
clove oils.

Clark, in U.S. Pat. No. 3,930,026 issued Dec. 30, 1975,
describes the enhancement of flavor in chewing gums
obtained by sorbing the flavoring onto a hydrophilic
colloid in conjunction with a surfactant. Among the
surfactants disclosed are anionic materials, including
sodium di(2-ethylhexyl)sulfosuccinate. Clark also states
that nonionic surfactants may be used to sorb the flavor
into the gum including fatty acid monoglycerides or
fatty acid diglycerides. British Pat. No. 1,290,627 in the
name of Pader, published Sept. 27, 1972, describes
mouthwashes, having activity against calculus and
plague, containing zinc salts and further describing the
use of sodium lauryl sulfate to provide foaming action.

British Pat. No. 1,296,952 reported by Cancro et al
and published Nov. 22, 1972, states that plaque and
caiculus may be diminished by zinc phenolsulphonate
and certain enzymes in dentifrice compositions. The
Cancro patent also describes the use of certain abra-
sives, buffering agents, and various surfactants. British
Pat. No. 1,372,932 published Nov. 6, 1974, describes
purported anticaries compositions including chewing
gums, dentifrices and candylike products. In particular,
the aforementioned British patent states that stearoyl-2-
lactvlate has been found effective to inhibit the produc-

tion of dextran in the mouth.
Canadian Pat. No. 959,764 i1ssued Dec. 24, 1974, to

Pader, describes dentifrice compositions containing a
source of zinc ions and various enzymes. Pader also
describes various surfactants which may be included in
toothpastes, including sodium lauryl sulfate and dioctyl
sodium sulfosuccinate.

U.S. Pat. No. 4,022,880 issued to Vinson et al, on May
10, 1977, describes compositions for inhibiting dental
plague containing a source of zinc 1ons and a
halosalicylanilide, a quaternary ammonium compound
and other specified materials. The Vinson et al patent
also states that sodium lauryl sulfate and polishing
agents may be used in the compositions. Hass 1n Ser.
No. 124,465, filed Mar. 15, 1971 discloses that stearoyl-
2-lactylate may be used to prevent the formation of
dextran in the mouth. |

Yoiles, in U.S. Pat. No. 3,818,107 issued June 18,
1974, describes chewing gums which incorporate the
flavor in a polymeric backbone. Yolles states that the
flavor release in the chewing gum is sustained by the
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molecular arrangement of the flavor group. In U.S. Pat.
No. 3,651,206 issued to Litchfield et al on Mar. 21, 1972,
are described chewing gums containing various ali-
phatic aldehydes as anticaries agents. Various oral prep-
arations for preventing dental plaque are described 1n
U.S. Pat. No. 3,940,476 issued Feb. 24, 1976 to Hass.
Comollo states 1n U.S. Pat. No. 3,984,574 1ssued Oct. 5,
1976 that non-tacky chewing gums may be made con-
taining mono- and diglycerides of fatty acids in an
amount up to ten percent (10%) by weight of the base
composition. '

U.S. Pat. No. 3,821,417 issued to Westall et al on June
28, 1974, describes the use of dihydrochalcone in chew-
ing gums. This patent further describes the use of butyl-
ated hydroxyanisole, butylated hydroxytoluene and
propyl gallate as antioxidants in chewing gums.
DuRoss, in U.S. Pat. No. 3,973,041 issued Aug. 3, 1976
describes the use of sorbitol powder, butylated hydrox-
yanisole, and glycerine in chewing gums. Additional
disclosures of sorbitol as well as other sugars, such as
xylitol, are made in various United States Patents in-
cluding: U.S. Pat. No. 4,000,320 issued to Klose et al on
Dec. 28, 1976; U.S. Pat. No. 3,899,593 issued to Ham-
mond et al on Aug. 12, 1975; U.S. Pat. No. 3,914,434
issued Oct. 21, 1975 to Bohni; U.S. Pat. No. 3,296,079
issued Jan. 3, 1967 to Griffin; and U.S. Pat. No.
3,655,866 issued Apr. 11, 1972 to Billoti. |

Dental plaque is a deposit which accumulates on the
teeth and adjacent surfaces in the oral cavity. The
plaque is a product of microbial growth, primarily de-
rived from food residues in the mouth. Mucoproteins
and minerals present from the saliva and dead cells in
the mouth also assist in plaque formation.

Plaque is removed to some extent by effective brush-
ing of the teeth, but the less accessible and more shel-
tered areas of the mouth which cannot be readily
reached by a toothbrush, are particularly susceptible to
plaque and eventually, calculus growth. Left unhin-
dered, the plaque increases in size and more tenactously
adheres to the teeth. The bacterial metabolism within
the plaque on the tooth surface results in the production
of acids, toxins and enzymes which are deleterious to
the neighboring oral tissues. It has been stated that there
1s evidence pointing to plaque as being the direct cause
of dental caries, due to the generation of acids within
the plaque structure. In any event plaque is unsightly,
and undesirable.

The present invention describes ingredients in com-
positions to retard and/or remove plaque from the sur-
face of the teeth. It is also noted that when the plaque is
removed or prevented from forming upon the teeth,
that the potential growth of calculus 1s also advanta-
geously limited.

The embodiments of the plaque inhibiting composi-
tion are described below in the summary of the inven-

tion.

Throughout the specification and claims, percen'tages

‘and ratios are by weight, and temperatures are in de-

grees Calsius, unless otherwise indicated.

SUMMARY OF THE INVENTION

The present invention encompasses a composition for
use in the oral cavity to moderate the incidence of den-
tal plaque comprising;:

(a) from about 0.001% to about 15% by weight of a
- di(2-ethylhexyl)sulfosuccinate salt;
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(b) from about 0.001% to about 15% by weight

monocaprylin; and optionally a member selected
from the group consisting of:

(c) from about 0.0005% to about 10% by weight of
butylated hydroxyanisole and,

(d) from about 0.05% to about 10% by weight of a
plaque inhibiting flavor selected from the group
consisting of cinnamon oil, peppermint oil, and

spearmint oil and mixtures thereof.

The present invention in a solid form food product

containing:

(2) from about 0.001% to about 15% by weight of a
di(2-ethylhexyl)sulfosuccinate salt;

(b) from about 0.001% to about 15% by weight of
monocaprylin; and optionally a member selected
from the group consisting of:

(c) from about 0.0005% to about 10% by weight of
butylated hydroxyanisole; and,

(d) from about 0.05% to about 10% by weight of a

- plaque inhibiting flavor selected from the group
consisting of cinnamon oil, peppermint oil, and
spearmint oil and mixtures thereof.

The present invention in a chewing gum comprising:

(a) from about 0.001% to about 15% by weight of a
di(2-ethylhexyl)sulfosuccinate salt;

(b) from about 0.001% to about 15% by weight
monocaprylin; and optionally a member selected
from the group consisting of:

(c) from about 0.0005% to about 10% by weight of

~ butylated hydroxyanisole; and,

(d) from about 0.05% to about 10% by weight of a
plaque inhibiting flavor selected from the group
consisting of cinnamon oil, peppermint o1l and
spearmint oil and mixtures thereof; and,

(e) from about 10% to about 95% by weight of a gum

base.

DETAILED DESCRIPTION OF THE
INVENTION

As shown in the summary of the invention, the plaque
inhibiting compositions of the present invention may
take several forms. That is, the present invention is
concerned with the application of the compositions
described herein to the oral cavity and are not limited to
any particular vehicle, although certain preferred forms
of the composition are enumerated.

Broadly stated, the present invention embraces
mouthwashes, toothpastes, toothpowders and other
dental applications such as painting of the composition
onto the tooth surface. In the food product line, the
present invention envisages all forms of liquid and dry
foods, including soft drinks, cocoa powders, and dairy
products such as milk supplemented with the composi-
tions of the present invention. Snack foods such as po-
tato chips, cheese curls, candies in both hard and soft
form including chocolates, mints, troches, lozenges,
chewable stick candy and the like are also utilized. Of
particular interest in the present invention are all forms
of chewing gum which provide an excellent delivery
system for the compositions of the present invention.

Chewing gums include those with natural and syn-
thetic bases as described below and are also inclusive of
bubble gum. Chewing gum is a preferred vehicle for
delivering the compositions of the present invention
because, due to the inherent nature of chewing gum, a
prolonged period of contact with the oral cavity is
reached. Moreover, the gum base can provide for sus-
tained release of the active components of the present
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invention, thus minimizing the amount of the active
components which must be used.

As used in the present invention the term effective
amount of the composition is used synonymously with
the term sufficient amount, both terms referring to the
amount of the composition required to achieve plaque
reduction or inhibition. There is no set definition for the
amount of the composition required to achieve the de-
sired plaque inhibition. That is, the in use concentration
of the various components of the composition will de-
pend upon the manner of application to the oral cavity.
Specifically, if the compositions of the present invention
are utilized as a mouthwash a much larger amount or a
longer duration of the use of the composition should be
employed as compared to a painting of the composition
onto the teeth by a dental technician.

In the preferred aspect of the present invention,
namely the chewing gum, the examples herein give
guidelines to the use of the components of the present
invention to provide effective plaque inhibition. Simi-
larly, it can be seen that for toothpastes, mints, troches,
lozenges, and mouthwashes that the manner of using
each formulation is to be determined by considering the
amount of the composition normally utilized by the
individual and the duration that the composition 1s pres-
ent in the oral cavity.

The di(2-ethylhexyl)sulfosuccinate salt, as used in the
present invention, is also known in the art as DSS or
dioctyl sulfosuccinate. The foregoing terms are used
equivalently in the specification and claims of this appli-
cation.

The di(2-ethylhexyDsulfosuccinate salt is conve-
niently used at a level from about 0.001% to about 15%
by weight of the composition. In its more preferred
aspects of the present invention, the composition con-
tains the di(2-ethylhexyl)sulfosuccinate salt at from
about 0.005% to about 5%, preferably from about
0.01% to about 3% by weight.

The butylated hydroxyanisole component of the
present invention is often used as a preservative or anti-
oxidant in food products. However, in this invention it
has been found that in combination with the remaining
ingredients that the butylated hydroxyanisole (BHA)
inhibits and assists in removing plaque formation in the
oral cavity.

The butylated hydroxyanisole is utilized at from
about 0.0005% to about 10%, preferably at from about
0.001% to about 3% and most preferably at from about
0.0015% to about 2% by weight of the composition.

The plaque inhibiting flavors of the present invention
are the essential oils selected from the group consisting
of cinnamon oil, peppermint oil, and spearmint oil, as
well as mixtures thereof. The use and preparation of the
various essential oils which have been found to inhibit
plaque formation in the compositions of the present
invention are well known and widely used in the food
industry. In as much as these essential oils have been
widely approved and used, benefits to the present in-
vention are thus two fold. First, these essential oils may
be used to flavor the compositions, such as the preferred
chewing gum aspect of the present invention, and sec-
ond these materials, which are generally regarded as
safe, have the ability to inhibit plaque formation. ~

The first of the essential oils discussed is cinnamon
oil. Cinnamon oil consists largely of two primary ingre-
dients, namely cinnamic aldehyde (also known as cinna-

‘mal) and eugenol. Both of the aforementioned compo-

nents exist naturally in cinnamon oil in varying concen-
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trations determined by the particular source from
which the cinnamon oil is derived. Specifically Ceylon
Cinnamon Bark contains the cinnamic aldehyde at from
about 50% to 90% by weight of the steam distillate of
the bark. The eugenol content will ordinarily vary in 5
distillate at from about 2% to 15% by weight.

In addition to obtaining the bark distillate from the
Ceylon cinnamon tree, the bark distillate of Salgon
cinnamon has a similar composition. The Saigon cinna-
mon is found in the Saigon district of Vietnam and is
reputed to have pecuhar odor and flavor to that of all
other forms of cinnamon bark distillate. Other suitable
sources of the cinnamon bark distillate include Chinese
cinnamon which grows wild in Southeast Asia. .

In addition to using the distillate of the dried inner 15
bark of the shoots of the coppiced trees; the leaves of
the Ceylon, Salgon and Chinese cinnamon trees may
also be used as a source of cinnamon oil.

The leaves of the various cinnamon trees have a re-
verse content of the eugenol and cinnamic aldehyde. 20
Typically, the eugenol content runs from 70% to 98%
by weight of the leaf oil, while the cinnamic aldehyde is
generally from about 1% to 10% by weight of the leaf

oil.
Various other components also make up a minor 25

portion of cinnamon bark or cinnamon leaf oil. These
components include caryophyllene, beta-phellandrene,
p-cymene, 1-alphapinene, 1-linalool, furfural, cinnamic
alcohol, benzyl benzoate, cinnamyl acetate, benzalde-
hyde, methyl salicylate, salicyaldehyde, and coumarin.

Cinnamon oil is the preferred plaque mlubltmg flavor
in the present invention. The use of the term cinnamon
oil is meant to embrace a member of the group consist-
ing of cinnamon aldehyde and eugenol as well as mix-
tures thereof. A particularly interesting method of in-
cluding cinnamon aldehyde in the composition of the
present invention is found in U.S. Pat. No. 3,818,107
issued to Yolles, on June 18, 1974, herein incorporated
by reference. The Yolles patent basically states that a
sustained release of flavor may be obtained by incorpo-
rating the cinnamon aldehyde into a polymer backbone.
The sustained release is apparently obtained by the
hydrolyzing effect of the saliva upon the polymer back-
bone which then releases the cinnamon aldehyde to
give continuous release of the flavor. In the present
invention, of course, not only is the contmuous flavor
achieved but also a sustained release of one of the
plaque inhibiting ingredients of the present invention.

The next plaque inhibiting flavor to be discussed is
spearmint oil. Spearmint oil is obtained by the steam
distillation of the flowering tops of Mentha spicata
Houds or L. Labiatae. The spearmint oil contains alpha-
pinene, alpha-—phellandrene l-hmonene, octyl alcohol,
dihydrocarveol, carvone, and in some varieties dipen-
tene cineol. Of the aforementioned components the
carvone is the active materlal in the essential oil and will
ordinarily be found at a concentration of from about
40% to 90% by weight of the spearmint oil.

The last of the plaque inhibiting flavor oils to be
discussed is peppermint. Peppermint oil is derived from
plants in the Labiatae family and in particular from
Mentha piperita L. As with the other plaque inhibiting
flavors, peppermint oil is obtained by steam distillation
of the flowering plant in yields ranging from about
0.3% to 0.7% depending upon the particular origin of 65
the plant.

The main constltuents found in peppermint oil in-
clude menthone, isomenthone menthofuran, menthol,
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neomenthol, isomenthol menthyl acetate, and piperi-
tone. Of the foregoing components menthol in its free
or esterified state is the active component and 1s found
in the oil at levels from about 40% to 70% by weight of
which appro:«nmately 80% is in free form and 20% as
esterified menthol.

Further information on the composition of the plaque
inhibiting flavors of the present invention may be ob-
tained from Fenaroli’s Handbook of Flavor Ingredients,
Second Edition, Volumes 1 and 2, 1975; published by
CRC Press, Inc., of Cleveland, Ohio. As it was previ-

ously noted, the various plaque inhibiting flavors may

be used in mixtures with one another as well as sepa-
rately to obtain the benefits of the present invention. It
is also noted that very interesting flavor combinations
arise when using mixtures of the various essential oils.

The plaque inhibiting flavors of the present invention
are generally utilized at a level of about 0.05% to about
10%, preferably from about 0.08% to about 5%, and
most preferably at about 0. 19% to about 3% by weight of
the composition. While the discussion given above is
concerned primarily with natural sources of the plaque
inhibiting flavor oils, it is to be noted that the benefits
may be obtained from essential oils containing various
synthetic components.

‘'The monocaprylin component of the present inven-
tion is an ester formed by the condensation of one mole
of glycerine and mole of caprylic (octanoic) acid. The
monocaprylin has been found to be effective in the
compositions of the present invention to increase the
anti-plaque benefit of the remaining components over
that which would be found were the monocaprylin not
included in the compositions. "

The monocaprylin is included in the present inven-
tion at a level from about 0.001% to about 15%, prefera-
bly at from about 0.005% to about 5%, and most prefer-
ably from about 0.01% to about 3% by weight of the
composition.

Where the term salt is employed in the present inven-
tion the cation may be any material which is accepted as
safe for food or chewing gum uses. Preferably the cati-
ons are selected from a group consisting of sodium,
potassium, calcmm, magnesium, ammonium, and substi-
tuted ammonium and mixtures thereof. The sodium salt
is most preferred in the present invention both from a
cost and a solublhty standpoint followed by the calcium
and magnesmm salts. Where additional germ1c1da1 ef-
fect is desired the ammonium or substituted ammonium
salts are particularly valuable.

The present invention is particularly concerned with

~ the use of chewing gums as a means for delivering anti-

plaque compositions. First, chewing gums are ordinar-
ily used such that prolonged contact with the surface of
the teeth and gums is obtained. Secondly, the mastica-
tion or chewing of the gum aids in cleaning or hindering
the ability of plaque to tightly adhere to the teeth. In
chewing gums, a gum base is a necessary component.
All manner of natural or synthetic gum bases are to
be considered as included within the scope of the pres-
ent invention. Examples of suitable gum bases include
chicle, gutta percha, jelutong, balata, namaquland rub-
ber, almeidana gum, abba rubber, gutta siak, gutta cotie,
gutta kay, gutta hangkang, gutta jangkar, gutta sundik,
gutta soh, gutta susu, gutta penang, and yellow gutta.
Further examples of gum bases include rosins, such as
cumarone resin, pontianak resin, copal gum, kauri gum,
dammar gum, sweet bay gum, spruce gum, and balsams.
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Moreover, suitable gum bases include crown gum, nis-
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pero, rosidinha, pendare, perillo, niger gutta, and tuno.
Additional chewing gum base materials include elas-

timers such as polyisobutylene, polylsosprene,
1sobutylene130prene copolymers and copolymers of

butadiene and styrene, hydrogenated or partially hy-
drogenated vegetable oils such as soy bean, cotton seed,

corn, peanut, and palm or animal fats such as tallow and
lard. In addition paraffin, beeswax, petroleum wax,
polyethylenes, and polyvinylacetates may be employed.
Further descriptions of suitable chewing gum bases are
found in U.S. Pat. No. 2,366,589 issued to Borglin Jan.
2, 1945; U.S. Pat. No. 3,821,417, issued to Westall, et al
on June 28, 1974; U.S. Pat. No. 4,041,179 issued to Stu-
bits et al on Aug. 9, 1977; and U.S. Pat. No. 3,984,574
issued to Comollo on Oct. 5, 1976; all of which are
herein incorporated by reference.

The amount of the gum base utilized in the chewmg
gum aspect of the present invention is from about 10%
to about 95%, preferably from about 15% to about 70%
by weight of the chewing gum composition.

While no sweetener is required in the present inven-
tion, it 1s desired that the product be appetizing to con-
sumers. Thus, any form of natural or synthetic sweet-
ener may be included in the present invention. It is
preferred, however, that sucrose, fructose, and glucose
 content of the compositions be restricted or eliminated
due to the fact that these materials provide “food” from
which plaque may be formed. Artificial sweeteners
such as saccharin, cyclamates, and dlhydrochalcones

may be included at conventional amounts in the compo-

sitions of the present invention.

A preferred source of sweetening agents for the pres-
ent invention are members selected from the group
consisting of xylitol, sorbitol, and mannitol as well as
mixtures thereof. The foregoing polyol sugars are gen-
erally utilized at from about 5% to about 80%, prefera-
bly from about 10% to about 70% by weight of the
composition. The particularly preferred polyol sugar is

xylitol which is reported to have anti-cariogenic bene-

fits. The use of xylitol in various products such as chew-
ing gums is reported in U.S. Pat. No. 3,296,079 to Grii-
fin, issued Jan. 3, 1967; U.S. Pat. No. 3,655,866, issued to
Bilotti on Apr. 11, 1972; U.S. Pat. No. 3,914,434 issued
to Bohni on Oct. 21, 1975; U.S. Pat. No. 4,000,320 is-
sbed to Klose, et al on Dec. 28, 1976 and U.S. Pat. No.
3,899,593 issued to Hammond, et al on Aug. 12, 1975, all
of which are herein incorporated by reference.

A component which may be included in the present
invention is an alkaline buffer which serves to raise or
maintain the pH in the oral cavity. The term alkaline
buffer is not meant to imply that the pH in the oral
cavity must be within the alkaline range but rather that
it 15 preferred that the pH of the oral cavity be in the
alkaline range. In fact, the buffering capacity should be
such that the pH of the oral cavity is maintained at from
about 5.5 to about 10, most preferably from about 6 io
about 9. Any alkaline buffer or combinations of alkaline
buffers which prowde the desired effect may be used.
Prominently noted, is the use of bicarbonates particu-
larly sodium bicarbonate to provide the desired pH
effect. Other buffers which may be used include carbon-
ates, sesquicarbomnates, citrates, and polyphosPhates
including pyrophosphates, orthophosphates, tripoly-
phosphates, and hexametaphosphate.

The amount of buffer which is required will, of

course, depend upon the acidic nature of the composi-

tion in which it is being used. It is generally found that

5

10

15

employmg the buffer at from about l% to about 30% by
wexght of the composition ensures that the desired pH
range in the oral cavity will be met. Preferably the
amount of the alkaline buffer employed is from about
2% to about 20% by weight of the composition.

Another component which is desirably used in the
present invention is a dental abrasive. Dental abrasives

are particularly valuable in chewing gums due to the
polishing action which occurs during mastication. The
term dental abrasive includes all manner and form of
such materiais which are normally used in toothpaste,
chewing gums, and the like. Specifically dicalcium di-
phosphte dihydrate is the preferred dental abrasive of
the present invention. This particular material also

serves to function as an alkaline buffer as described

- above. The use of dicalcium phosphate and its dihydrate

20

powder are described in U.S. Pat. Nos. 3,011,949 and

3,655,866, issued respectively Dec. 5, 1961 and Apr. 11,

1972 to Bilotti, both of which are herein incorporated

by reference.

Further dental abrasives which may be utilized in the
present invention include calcium carbonate, sodium
metaphosphate, aluminum hydroxide, magnesium car-

- bonate, calcium sulphate, silicas including aerogels and

25

xerogels, and tricalcium phosphate. Expanded disclo-
sures of dental abrasives suitable for use in the present

~ invention are found in U.S. Pat. No. 2,744,049, issued
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May 1, 1956 to Salzmann, et al, herein incorporated by
reference. The amount of the dental abrasive employed
in the present invention is generally within the range of
from about 1% to 30%, preferably from about 1.5% to
about 20% by weight.

Yet another desirable ingredient in the composiiion
of the present invention is the use of glycerine. In the
chewing gum aspect of the present invention glycerine
serves to soften and maintain the chewability of the
chewing gum for prolonged periods. The glycerine also
adds to the sweetness of the composition. The glycerine
1s ordinarily added at levels of from about 0.01% to
about 10%, preferably at from about 0.2% to about 5%
by weight of the composition.

The present invention includes as optional compo-
nents water or a monchydric alcohol at from about 2%
to about 99%, preferably at from about 5% to about
70%, and most preferably from about 10% to about
50% by weight of the compaosition. It 1s of course recog-
nized that it is particuiarly valuable {0 use mixtures of
water and the monchydric 2lcohol generally within the
weight ratio of from about 20:1 to 1:20, preferably from
about 10:1 to about 1:10.

The preferred monohydric aicchols are methanol,
ethanol, or isopropanol although other monohydric
alcohols generally including those having up to 18 car-
bon atoms may be utilized in the present invention. The
preferred monchydric alcohol is ethanol. It should be
recognized that where the product will be ingested that
only ethano! should be used. |

In vitro testing to determine the effectiveness of the
compositions of the present invention is conducted in
accordance with the accepted practices of determining
plague formation. For some of the general aspects of in
vitro testing not discussed below, see “An In Vitro
Method for Assessing the Plaque Forming Ability of
Cral Bacteria,” authored by McCabe et al reported in
the ARCHIVES OF ORAL BIOLOGY, Volume 12,
pages 1653-1656, 1967; and Effect of Microbial Interac-
tions on In Viiro Plaque Formation by Streptococcus
Mutans, by Miller et al reported in the JOURNAL OF



DENTAL RESEARCH, March-April 1974, Volume
33, No. 2, pages 427-434, both of Wthh are herein
incorporated by reference.

The streptococcus mutans used in the experiment was
strain 6715, in a three percent (3%) trypticase-soy
broth, plus five percent (5%) sucrose. The streptococ-
cus mutans was innoculated into ten (10) milliliters of
sterile broth in a 20X 150mm test tube. Sterile twenty
(20) gauge nichrome steel wires, 150mm long and
mounted in No. 2 rubber stoppers, were suspended in
the media and incubated for twenty-four (24) hours at
37 degrees Celsius. For five (5) consecutive days, the
wires were transferred into freshly reinoculated tubes of
sierile media. They were then transferred through unin-
noculated media for five (5) more days. In each in-
stance, the wires protruded 37-38mm below the surface
of the medium. At the end of the ten (10) day period, the
poriton of the wire containing the bacterial (plaque)
deposit 15 cut off and placed in a preweighed aluminum
pan and dried to a constant weight at 70 degrees Cel-
sius. The dry weight of the plaque 1s then established by
burning off the plaque deposu in an open flame and
rewelghmg the clean, dry wire. Blank samples of the
wire were found not to lose any weight due to the open
flame treatment.

To determine the extent of plaque growth in the
presence of the compositions of the present invention,
the foregoing procedure was followed with the excep-
tion of the introduction of the various components of
the invention at stated levels. Inactive components,
such as gum base, were not included in each test con-
ducted, due to the difficulty in handling the test medium
solutions. That is, where gum base is present in the test
tube, it is difficult to avoid having some of the gum base
adhere to the nichrome wire, thus giving false readings
in the determination of the plaque. The gum bases and
other inactive components of the present invention

were, however, separately determined to have minimal

effect on plaque growth.

iIn vivo testing is conducted with human volunteers,
using a fully constituted product, containing the active
plague inhibiting portion of the composition and the
iert ingredients. In particular, for the testing of the
chewing gums, a group of twenty (20) volunteers is
divided in random fashion into two (2) groups of ten
(10) each. During the first week, one group will chew a
controlled gum which is available on the market, while
the second group uses a gum in accordance with the
precent invention. In the second week, regular oral
hygiene will be followed by all subjects in the test. This
is {0 ensure that all volunteers who are known to readily
torm plaque wiil not develop gingivitis or any other
oral condition, which would affect their health or the
test scores. During the third week, the groups are
switched, such that the group which previously used
the controlled gum will now use the gum made in ac-
cordance with the present invention and vice versa.

To demonstrate the effectiveness of the present in-
veniton, only a himited amount of chewing gum and
chewing time by the subjects is allowed. Further, to
demonsirate the effectiveness of the compositions of the
present invention, the testing is conducted such that the

subjects only chew the gum on one side of the mouth -

dunng the entire test. During the test period, the volun-
teers chew thelir assigned gum, once in the morning and
once 1n the later afternoon for ten (10) minutes on the
right side of the mouth only, under supervision, to en-
sure that the instructions are followed fully. An addi-
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tional stick of gum is given to each volunteer to chew
for ten (10) minutes before goin‘g to bed. This test 1s also
conducted such that the gum is chewed only on the
right side of the mouth. On the last day of the test per-
iod, intra-oral photographic records of the unstained
anterior areas of the mouth are made. Any gingivitis
and dental plaque will be estimated and recorded, ac-
cording to accepted scientific prmmples

‘To further ensure that the compos;ltlons of the present
invention are effective even in the absence of mastica-
tion, that is, 2 high degree of chewing which alone is
known to have some cleamng benefits to the teeth,
additional in vitro testing is conducted. In this test,
freshly extracted human teeth were treated three (3)
times daily with a fresh human saliva solution. The teeth
received three (3) ten minute treatments at zero, three
and six hour intervals each day, followed by incubation
overnight. The tests were variously conducted for one
or two days to determine the initial buildup of plaque in
the control and test solutions. As described earlier the
compositions of the present invention omitied inert
ingredients which were not essential. The amount of
plaque buildup on the teeth is determined by the differ-
ence in the optical density of the freshly extracted teeih
and the teeth following the period of treatment in the
saliva with and without the compositions of the inven-
tion present. In general, as noted in the examples, the
foregoing series of three (3) tests, indicates a high de-
gree of effectiveness of the compositions of the present
invention over the control.

EXAMPLE 1

A plaque inhibiting gum is prepared according to the
present invention by mixing the following components
and pressing the mixture into 3 gram sticks:

gum base - Paloja L. A. Dreyfus 25%
xylitol 10%
sodium bicarbonate 2%
sorbitol 35%
Sorbo (70% sorbitol in H20) 15%
dicalcium phosphate dihydrate 5%
mannitol 5%
glycerine 0.5%
cinnamon oil 0.8%
butylated hydroxyanisole 0.02%
sodium d1(2~ethylhexyl)sulfosucc1nate 0.89%
monocaprylin 0.8%
balance coloring q.s.

The chewing gum when tested as previously de-
scribed 1s found effective in removing plaque from the
surface of the teeth and in inhibiting the growth of new
plaque. The foregoing example may be modified by
substituting peppermint or spearmint flavor with similar

results.
In use it 15 suggested that the chewing gum be masti-

cated as single sticks at least twice a day for a period of
ten minutes each time for maximum effectiveness.

EXAMPLE II

Plaque inhibiting mints in hard form weighing 5
grams are prepared containing the following ingredi-

- ents:
xylitol 10%
sodium bicarbonate 2%
sorbitol 65%
Sorbo (70% sorbitol in H20) 15%
mannitol 5%,
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-continued
glycerine 0.5%
cinnamon oil 0.8%
butylated hydroxyanisole 0.02%
sodium di(2-ethylhexyl)sulfosuccinate 0.8% 5
monocaprylin | 0.8%
balance coloring q.S.

The plague inhibiting mint when used as previously
described is found to be effective in inhibiting plaque 10
formation on the surface of the teeth. The mint form of
the present invention is preferably used after each meal
by sucking on the mint for a period of five minutes.

EXAMPLE III

15
A plaque inhibiting mouthwash is prepared by com-

bining a mixture containing:
water 85%
ethanol 10% 20
sodium bicarbonate 2% .
cinnamon oil 0.8A%
butylated hydroxyanisole 0.02%
sodium di(2-ethylhexyl)sulfosuccinate 0.8%
monocaprylin 0.8%
balance coloring q.s. 25

The mouthwash is tested as previously described and
found to be plaque inhibiting. Suggested usage for the
mouthwash, involves swishing 50 ml of the product in ,,
the mouth after each meal for a period of five minutes.

EXAMPLE 1V

A plaque inhibiting gum is prepared according to the
present invention by mixing the following components 35
and pressing the mixture into 3 gram sticks:

gum base - Paloja L. A. Dreyfus 25%

xylitol 10%

sodium bicarbonate 2% 40
sorbitol, 35%

Sorbo (70% sorbitol in HaO) 15%

dicalcium phosphate dihydrate 3%

mannitol 5%

glycerine 0.5%

sodium di(2-ethylhexyl)sulfosuccinate 0.8% 45
monocaprylin 0.8% -
balance flavoring q.s.

The chewing gum when tested as previously de-
scribed is found effective in removing plaque from the s,
surface of the teeth and in inhibiting the growth of new
plaque. This Example may be modified by including
butylated hydroxyanisole at 0.02% or using cinnamon
oil at a level of 0.8% with a plaque inhibiting benefit
observed. In either of the foregoing cases the level of ss
sorbitol is adjusted as necessary to obtain a balanced
formula.

In use it is suggested that the chewing gum be masti-
cated as single sticks at least twice a day for period of
ten minutes each time for maximum effectiveness. . g0

What is claimed is:

1. A chewing gum comprising: |

(a) from about 0.001% to about 15% by weight of a

di(2-ethylhexyl)-sulfosuccinate salt;

(b) from about 0.001% to about 15% by weight 65

monocaprylin; and

(c) from about 0.05% to about 10% by weight of a

plaque inhibiting flavor selected from the group

12

consisting of cinnamon oil, peppermint oil and
spearmint oil and mixtures thereof; and

(d) from about 10% to about 95% by weight of a gum

base.

2. The chewing gum of claim 1 containing from about
5% to about 80% by weight of a member selected from
the group consisting of xylitol, sorbitol and mannitol
and mixtures thereof.

3. The chewing gum of claim 1 containing:

(a) from about 0.005% to 5% of the di(2-ethylhexyl)-

sulfosuccinate salt, |

(b) from about 0.005% to 5% of monocaprylin, and

(c) from about 0.08% to 5% of the plaque inhibiting

flavor. | |

4. The chewing gum of claim 3 containing:

(a) from about 0.01% to 3% by weight of the di(2-

ethylhexyl)-sulfosuccinate salt;

(b) from about 0.01% to 3% by weight of monocap-

rylin, and

(c) from about 0.1% to 3% by weight of the plaque

inhibiting flavor.

5. The chewing gum of claim 4 containing from about
0.005% to about 10% by weight of butylated hydrox-
yanisole.

6. The chewing gum of claim 5 wherein the butylated
hydroxyanisole is present at from about 0.001% to 3%
by weight.

1. The chewing gum of claim 6 wherein the butylated

- hydroxyanisole is present at from about 0.015% to 2%

by weight.
8. The chewing gum of claim 7 containing from about

0.01% to about 10% by weight of glyeerme

9. The chewing gum of claim 8 containing from about
1% to about 30% by weight of a member selected from
the group consisting of dental abrasives and alkaline
buffers and mixtures thereof.

10. The chewing gum of claim 5§ wherein the cation of
the d1(2—ethylhexyl)sulfosuccmate salt is selected from
the group consisting of sodium, potassium, calcium,
magnesium, ammonium and substituted ammonium and
mixtures thereof.

11. The chewmg gum of claim 10 wherein the plaque
inhibiting flavor is cinnamon oil.

12. The chewing gum of claim 7 containing:

(a) from about 0.0005% to about 10% by welght of

butylated hydroxyanisole; and,

(b) from about 0.05% to about 10% by weight of a
plaque inhibiting flavor selected from the group
consisting of cinnamon oil, peppermint oil and
spearmint oil and mixtures thereof.

13. The method of reducing the incidence of dental
plaque forming oral bacteria comprising contacting said
dental plaque-forming oral bacteria within the oral cav-
ity with chewing gum containing a mixture of:

(a) from about 0.001% to about 15% by weight of a

di(2-ethylthexyl)sulfosuccinate salt;

(b) from about 0.001% to about 15% by weight
monocaprylin; and optionally a member selected
from the group consisting of:

(c) from about 0.0005% to about 10% by weight of
butylated hydroxyanisole; and,

(d) from about 0.05% to about 10% by weight of a
plaque 1nhlb1tmg flavor selected from the group
consisting of cinnamon oil, peppermint oil, spear-
mint oil and mixtures thereof, said chewing gum
being masticated at least twice a day for a period of

ten minutes each time.
$ * % X »
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